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Box No. IV 
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Box No. VI 
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Box No. VII 
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Box No. VIII 



Basis of the opinion 

Non-establishment of opinion with regard to novelty, Inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43b/s.1 (a)(i) with StQP °' indUStr,a ' 

ap^bHfty; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2 FURTHER ACTION 

ffademandtor.ntemat^ 

written opinion of the Interna iona J ^ffihte one to bethe IPEA and the chosen IPEA has notlfed the 

i n ?ern P S 

will not be so considered. 

■ this opin.on «s, as provided above, consld erec jj be ? a written %g%£3^ 

e ^ a « on of k months from the priority date> 

whichever expires later. 
For further options, see Form PCTVISA£20. 
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Box No. I Basis of the opinion 



1 With reqard to the language, this opinion has been established on the basis of the international application in 
' the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language "which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2 With regard to any nucleotide and/or amino acid sequence disclosed in the | international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition in the case that more than one version or copy of a sequence listing and/br te b'e relating 

has been f iled or furnished, the required statements that the information in the subsequent or additional 
Sopiel ! \SSS!Sw in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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□ the entire international application, 

H Caims Nos. 2,6,7,9-16,25 (completely) and 1,3*88*7 (Partially); 3-5,8,26,27 as to IA 
because: 

see separate sheet 

□ the description claims or drawings (Indicate particular elements below) or said claims Nos. are so 
?ncleaSR meaningful opinion could be formed (specfy): 

□ the Cairns, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

■ no internal ffgSS!? " *" ^ "* 

2 6 7 9-16,25 (completely) and 1 ,3,4,26,2/ (partiaiiyj 

□ the nuCeotide andbr amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 



the written form 



the computer readable form 



□ has not been furnished 

□ does not comply with the standard 

□ has not been furnished 

□ does not comply with the standard 



□ See separate sheet for further details 
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Box No. IV Lack of unity of invention 

1 . □ In response to the invitation (Form PCT/lSA/206) to pay additional fees, the applicant has: 

□ paid additional fees. 

□ paid additional fees under protest. 

□ not paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied with and chose not to invite 

the applicant to pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 is 

□ complied with 

not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in respect of the following parts of the international application: 

□ all parts. 

El the parts relating to claims Nos. 5,8,17-24 (completely) and 1,3,4,26,27 (partially) 

Box No. V Reasoned statement under Rule 43i?/s.1(a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement ; 



1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



8 

1,3-5,17-24,26,27 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



1,3-5,8,17-24,26,27 



Industrial applicability (lA) 



Yes: 
No: 



Claims 
Claims 



1,17-24 



2. Citations and explanations 



see separate sheet 
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Re Item III. 



Claims 3-5 8,26 and 27 relate to subject-matter considered by this Authority to be covered 
by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated w.th 
respect to the industrial applicability of the subject-matter of these cla.ms (Art.de 
34(4)(a)(l) PCT). 

Due to an objection against unity of invention (see below), a search has been performed 
for subject-matter of claims 5,8,17-24 (completely) and 1,3,4,26,27 ^ (Pa^Hy) only. 
Therefore, no opinion on novelty, inventive step and industna appbcab .ty w,H be 
formulated for subject-matter of claims 2,6,7,9-1 6,25 (completely) and 1 ,3,4,26,27 
(partially). 

Re Item IV. 

The separate inventions/groups of inventions are: . 

I- claims- 5 8 1 7-24 (completely) and 1 ,3,4,26,27 (partially) 

methods and uses thereof : use of p 

are bisphosphonylated and use of epsilon-polylysine or polylysine 

li- claims- 12,13 (completely) and 1,3,4,26,27 (partially) 

casein phosphopeptide epsilon-polylysine copolymer, methods and uses thereof 

ill- claims- 16 (completely) and 1,3,4,26,27 (partially) 
" hydroiyzed phosvitin that has been conjugated to epsilon-polylysine, methods and 
uses thereof 

iv claims- 10 11 (completely) and 1,3,4,26,27 (partially) 
' casein' phosphopeptide that has been polymerized with a carbodiimide, methods 

thereof 
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v- claims- 6 7 (completely) and 1 ,3,4,26,27 (partially) 

phoTvitin that has been hydro.yzed with trypsin, pepsin or a combinafon of both, 
methods and uses thereof 

vi- claims- 2 9 14,15 (completely) and 3,4,26,27 (partially) 

chXan h^rolysate that has been conjugated with casein phosphopept,de, methods 
and uses thereof; use of copolymers containing hydrolyzed chrtosan 

Vll- claim 25 (completely) and 3,4,26,27 (partially) 

u S Tof btecaAlated epsilon-polylysine, 3-hydroxy-ph,hala,ed epston-polylys,ne or 
proteins that are biscarboxylated; method to produce 3-hydroxy-phthalated 
epsilon-polylysine 

They are not so linked as to form a single general inventive concept (Rule 1 3.1 PCT) for 

SI unS'ng the present application is the provision o, compounds for the 

r a m sotr^e!rS?ha, contain phosphate- or phosphonate group, 

?ne techTcai feature which a priori could unify different solutions is the entrty of be,ng a 

oeDtide containing phosphate- or phosphonate groups. 

Howeversuch a solution has already been proposed in the prior art, see e.g the 
However, sum i a 02/094204 disclosing complexes of casein 

TSZmZ an^amChous calcium phosphate exerting anticarlogenic properties 
le pages" and 2 , oTe Japanese paten, applica«on JP53, 0544 describing the use of 
2?<L? lU/sme and Its phosphate salts which are useful in treatment of dental caries. 
The PmWemTbe stedmay therefor* considered to be the provision of further peptides 

Z^TT^^X e SZ^ phosphatylated or phosphonylated peptides 
of SS** which could fulfil the role of a "special technical feature" ,n the 

r*er^ R rno 3 otX-Shnica, features, un«y o, invention is lacKIng, giving rise .0 
the subjects as above. 
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Re Item V. 

Reference is made to the following documents: 

D1 : WO 02/1 03004 A (LEVY, ROBERT, J; ALFERIEV, IVAN; FISHBEIN, ILIA) 27 

December 2002 (2002-1 2-27) 
D2: PATENT ABSTRACTS OF JAPAN vol. 01 8, no. 1 1 8 (C-1 1 72), 25 February 1 994 

(1994-02-25) & JP 05 310544 A (CHISSO CORP), 22 November 1993 (1993-1 1-22) 

The present application does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of claims 1 and 3 is not new in the sense of Article 33(2) PCT. 

The document D1 discloses (the references in parentheses applying to this document): 
polylysine modified with bisphosphonate as chelating group for metals (see page 8). 
Therefore, subject-matter of claim 1 does not meet the requirements of Article 33(2) PCT. 

The document D2 discloses the use of epsilon-polylysine having anticariogenic properties 
(see abstract). 

Therefore, subject-matter of claim 3 does not meet the requirements of Article 33(2) PCT. 

The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claim 8 does not involve an inventive step in the sense of Article 33(3) 
PCT. 

The document D2 is regarded as being the closest prior art to the subject-matter of claim 8 
and discloses phosphate salts of epsilon-polylysine for treatment and prevention of caries. 
The subject-matter of claim 8 therefore differs from D2 in that the epsilon-polylysine is 
bisphosphonylated. 

The problem to be solved by the present invention may therefore be regarded as a further 
modified form of epsilon-polylysine for treatment or .prevention of caries. 
The solution proposed in claim 8 of the present application cannot be considered as 
involving an inventive step (Article 33(3) PCT), since phosphonylation is merely one of 
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several straiqhtforward possibilities from which the skilled person would select, in acoord- 
^oX^^ncel without the exercise of inventive skill, in order to be able to form 
a complex with calcium, in particular with view to the document D1 that discloses 
polylysine modified with bisphosphonyl groups as chelating group for metals. 

The same reasoning applies, mutatis mutandis, to the subject-matter of the corresponding 
independent daims 1 7^8,24,26 which therefore are also considered not new and/or 
inventive. 

Dependent claims 4,5,1 9-23 and 27 do not contain any features whi ch, in. ' "* h 
the features of any claim to which they refer, meet the requirements of the PCT n respect 
of novX and/or inventive step, see documents D1 and D2 and the corresponding 
passages cited in the search report. 

For the assessment of the present claims 3-5,8,26 and 27 on the question whether they 
a°e ndustrially applicable, no unified criteria exist in the PCT Contracting States^The 
p^abTty canalso be dependent upon the formulation of the claims. The EPO, for 
exLCe does not recognize as industrially applicable the subject-matter of claims to the 
TseTa compound in medical treatment, but may allow, however, claims to a known com- 
pound for first use in medical treatment and the use of such a compound for the 
manufacture of a medicament for a new medical treatment. 
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